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DETAILED ACTION 

Specification 

The disclosure is objected to because of the following informalities: the first page 
of the specification states, "This application is a continuation of U.S. Serial No. 
09/981 ,775, filed June 25,2001 ." The present application claims priority to U.S. Serial 
No. 09/891 ,775. 

Appropriate correction is required. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-26 rejected under 35 U.S.C. 103(a) as being unpatentable over 
Golyakhovsky et al. (US 4,800,879) in view of Yi (US 5,409,499). 

Regarding claims 1, 2, 4-13, 15, 16 and 21, Golyakhovsky discloses a clip 
comprising first and second arms 2, 1 respectively, and a bridge portion 3 that joins the 
first and second arms. There is a retainer 7 extending from second arm 1 comprising 
hook portions 14a. First arm comprises catch portions 14b. The clip has a 
configuration wherein the arms extend substantially parallel to one another and the 
retainer 7 extends longitudinally from the second arm 1 , and another configuration 
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wherein the retainer 7 is wrapped around the tip of the first arm 2 such that hook 
portions 14a engage the catch portions 14b. The clip, including the arms and the bridge 
portion comprise a substantially stiff plastic, and therefore, are substantially stiff. 
Examiner notes that bridge portion 3 defines a hinged joint, but holds that the joint may 
be considered substantially stiff since it comprises a substantially stiff material and has 
limited ability to elastically deform. Furthermore, bridge portion 3 allows movement 
along only one rotational dimension, and is substantially stiff in all other dimensions. 
The tip of the first arm is capable of piercing tissue. Retainer 7 has a length 
substantially 0.7 to 2 times the dimension between an outside of the first arm and an 
outside of the second arm. (Figure 8) The first and second arms and the bridge portion 
maintain a generally U-shaped configuration before during and after application of the 
clip to tissue of the patient. Figures 7 and 8 of Golyakhovsky are reproduced below with 
annotations illustrating the generally U-shaped configuration. 
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Ft a e 

Thus, Golyakhovsky discloses all elements of claims 1 , 2, 4-1 3, 1 5, 1 6 and 21 
except for the arms and bridge portion comprising a single continuous piece of material. 
Yi teaches a related clip (Figure 1) having arms that undergo a rotation during 
application similar to that of the Golyakhovsky clip, and teaches that the bridge portion 
may be formed as a living hinge 12 such that the arms and bridge portion comprise a 
single continuous piece of material. It would have been obvious to one of ordinary skill 
in the art at the time of the invention to modify the apparatus of Golyakhovsky by 
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providing the bridge portion as a living hinge since this was a known alternative and the 
modification would not have produced unexpected results. 

Regarding claims 3 and 14, Golyakhovsky does not disclose that the clip is made 
from a unitary piece of titanium or titanium alloy. Yi discloses that medical clips may be 
formed from titanium or titanium alloys. (Col. 3, Lines 50-60) It would have been 
obvious to one of ordinary skill in the art to make the clip of Golyakhovsky from titanium 
since it Yi teaches that titanium was known to be used for clip formation and its used 
would not have produced unexpected results. 

Regarding claims 17-20, hook elements 14a are interpreted to define a plurality 
of retainers. Regarding claim 20, the claim does not require retainer portions that 
extend from the first arm. Since the retainer portions that extend from the second arm 
extend longitudinally beyond the first arm, the clip of Golyakhovsky meets the recited 
limitations of claim 20. 

Regarding claim 22, Golyakhovsky does not disclose compressing the tissue 
prior to providing the first and second arms about the tissue. It would have been 
obvious to compress the tissue so that the arms may more easily fit over the tissue, and 
the tissue compression may be more carefully controlled. 

Regarding claim 23, Golyakhovsky does not disclose a clip applier device. 
Golyakhovsky discloses that the clip may be easily applied over tissue within the body 
such as a blood vessel. It would have been obvious to provide a clip applier in order to 
reach remote anatomies while causing minimal tissue damage. Additionally, it would 
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have been obvious for the clip applier to provide the aforementioned compression since 
it may be difficult for a surgeon to reach the anatomy by hand. 

Regarding claim 24, Golyakhovsky does not explicitly discuss piercing the 
retainer through tissue. During surgery, a target vessel may be embedded or muscle or 
connective tissue. Although the vessel may be removed from such tissue prior to 
clipping the vessel, some such tissue may remain. In order to clip the vessel, it would 
have been obvious to push the retainer around the vessel and through any surrounding 
tissue. This step would comprise piercing the retainer through tissue. 

Regarding claim 25, Golyakhovsky discloses applying the clip on blood vessels. 
It would have been obvious to apply the clip on other, non-tubular tissues since clipping 
non-tubular tissues was well known in the art at the clip of Golyakhovsky would be 
capable of performing this function. 

Regarding claim 26, Golyakhovsky discloses plastically deformably bending the 
retainer around the first arm. (Figure 8) Golyakhovsky does not specify what through 
what angle this bend occurs. It appears from Figure 8 that the retainer is bent through 
an angle of approximately 1 35 degrees while the most distal tip of the retainer bends 
back out and away from the first arm 2. It would have been obvious to one of ordinary 
skill in the art to bend this distal tip toward the first arm 2 such that it runs along the top 
surface of the first arm so that this tip does not extend away from the clip and risk 
damaging nearby tissues. So modified, the retainer would be bent through an angle of 
substantially 180 degrees. 
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Response to Arguments 

Applicant's arguments filed 1 1 February 2009 have been fully considered but 
they are not persuasive. 

Applicant argues that the arms of the Golyakhovsky clip do not maintain a 
generally U-shaped configuration before, during, and after application of the clip to 
tissue of a patient. As discussed in the body of the rejection, the clip arms and bridge 
portion are in a U-shaped configuration before application of the clip, and remain in a U- 
shaped configuration during and after application of the clip. (Figures 7 and 8) The 
arms and bridge portion thus maintain a U-shaped configuration before, during, and 
after application of the clip to patient tissue. 

Applicant additionally argues that the tip of the retainer on the Golyakhovsky clip 
does not comprise a tissue piercing tip. Examiner maintains that said tip is capable of 
piercing through at least some types of patient tissue. 

Applicant's arguments with respect to the recitation that the clip comprises a 
single continuous piece of material are moot in view of the new grounds of rejection. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Eric Blatt whose telephone number is (571)272-9735. 
The examiner can normally be reached on Monday-Friday, 9:00 AM-6:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on 571-272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
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USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
/Eric Blatt/ 

Examiner, Art Unit 3734 
/Todd E Manahan/ 

Supervisory Patent Examiner, Art Unit 3734 



